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Determining Authority’s determina-
tion to the claimant by certified mail 
return receipt requested, at the address 
provided in the claim. 

[74 FR 62011, Nov. 25, 2009] 

§ 414.426 Adjustments to competitively 
bid payment amounts to reflect 
changes in the HCPCS. 

If a HCPCS code for a competitively 
bid item is revised after the contract 
period for a competitive bidding pro-
gram begins, CMS adjusts the single 
payment amount for that item as fol-
lows: 

(a) If a single HCPCS code for an 
item is divided into two or more 
HCPCS codes for the components of 
that item, the sum of single payment 
amounts for the new HCPCS codes 
equals the single payment amount for 
the original item. Contract suppliers 
must furnish the components of the 
item and submit claims using the new 
HCPCS codes. 

(b) If a single HCPCS code is divided 
into two or more separate HCPCS 
codes, the single payment amount for 
each of the new separate HCPCS codes 
is equal to the single payment amount 
applied to the single HCPCS code. Con-
tract suppliers must furnish the items 
and submit claims using the new sepa-
rate HCPCS codes. 

(c) If the HCPCS codes for compo-
nents of an item are merged into a sin-
gle HCPCS code for the item, the single 
payment amount for the new HCPCS 
code is equal to the total of the sepa-
rate single payment amounts for the 
components. Contract suppliers must 
furnish the item and submit claims 
using the new HCPCS code. 

(d) If multiple HCPCS codes for simi-
lar items are merged into a single 
HCPCS code, the items to which the 
new HCPCS codes apply may be fur-
nished by any supplier that has a valid 
Medicare billing number. Payment for 
these items will be made in accordance 
with Subpart C or Subpart D. 

[72 FR 18085, Apr. 10, 2007] 

Subpart G—Payment for New 
Clinical Diagnostic Laboratory 
Tests 

SOURCE: 71 FR 69786, Dec. 1, 2006, unless 
otherwise noted. 

§ 414.500 Basis and scope. 

This subpart implements provisions 
of 1833(h)(8) of the Act—procedures for 
determining the basis for, and amount 
of, payment for a new clinical diag-
nostic laboratory test with respect to 
which a new or substantially revised 
Healthcare Common Procedure Coding 
System code is assigned on or after 
January 1, 2005. 

§ 414.502 Definitions. 

For purposes of this subpart— 
New test means any clinical diag-

nostic laboratory test for which a new 
or substantially revised Healthcare 
Common Procedure Coding System 
Code is assigned on or after January 1, 
2005. 

Substantially Revised Healthcare Com-
mon Procedure Coding System Code 
means a code for which there has been 
a substantive change to the definition 
of the test or procedure to which the 
code applies (such as a new analyte or 
a new methodology for measuring an 
existing analyte specific test). 

[71 FR 69786, Dec. 1, 2006, as amended at 72 
FR 66401, Nov. 27, 2007] 

§ 414.504 [Reserved] 

§ 414.506 Procedures for public con-
sultation for payment for a new 
clinical diagnostic laboratory test. 

For a new test, CMS determines the 
basis for and amount of payment after 
performance of the following: 

(a) CMS makes available to the pub-
lic (through CMS’s Internet Web site) a 
list that includes codes for which es-
tablishment of a payment amount is 
being considered for the next calendar 
year. 

(b) CMS publishes a FEDERAL REG-
ISTER notice of a meeting to receive 
public comments and recommendations 
(and data on which recommendations 
are based) on the appropriate basis, as 
specified in § 414.508, for establishing 
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